
NI@O WORLDWID-LC 

July 2, 2004 

VIA FEDERAL EXPRESS 

Dockets Management Branch (HFA-305) 
Food and Drug Administration (Phone: 301-827-6860) 
Department of Health and Human Services 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

ANDA SUITABILITY PETITION - NICOTINE BITARTRATE ORAL SOLUTION 

Nice Worldwide, LLC hereby submits four copies of this ANDA Suitability Petition 
under the provisions of section 505 (j)(2)(C) of the Federal Food, Drug and 
Cosmetic Act, and the corresponding regulation under 21 CFR 314.93 requesting 
that the Commissioner of Food and Drugs allow the submission and filing of an 
Abbreviated New Drug Application (” ANDA “) for Nicotine Bitartrate, 2 mg base 
per 240 mL oral solution and 4 mg base per 240 mL oral solution in, bottles 
delivered by drinking the solution, which is more specifically presented below, 
and with attachments to this petition. a drug that has the same strengths as a 
drug listed in FDA’s publication entitled “Approved Drug Products with 
Therapeutic Equivalence Evaluations,” but differs in dosage form. 

A. Action Requested 

The Petitioner requests that the Commissioner of Food and Drugs allow the 
submission and filing of an ANDA for Nicotine Bitartrate Solution, 2 mg base per 
240 mL oral solution and 4 mg base per 240 mL oral solution pursuant to Section 
505(j)(2)(C) of the Federal Food, Drug and Cosmetic Act. Specifically, the 
proposed product is formulated as a pre-diluted, base form version of 
GlaxoSmithKline’s product, Commit@, Nicotine Troche/Lozenge Oral, Equivalent 
to 2 mg base per lozenge and 4 mg base per lozenge, NDA No. 02-330. Draft 
labeling is enclosed with this petition. Nice Worldwide, LLC proposes to use the 
GlaxoSmithKline labeling and indications used in the Commit’ labeling, along 
with added appropriate instructions for the use of our oral solution. 

B. Statement of Grounds 

The Food, Drug, and Cosmetic Act as amended provides, in relevant part, that 
any person may file an ANDA for the approval of a new drug that is the “same” 
as a listed drug. 21 U.S.C. § 355(j)(2)(A), (j)(6); 21 C.F.R. 5 314.92(a)(l). 
Abbreviated applications also may be submitted for a new drug, which differs 
from a listed drug in one or more specified aspects, provided that FDA has 
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are as follows: 

Parameter 

Strength 

Route of Delivery 

Dosage Form 

Labeling 

Drug Form 

declared the product suitable for ANDA submission through the petition process. 
21 U.S.C. Ej 355(j)(2)(A), (j)(2)(C); 21 C.F.R. $j 314.92(a)(3). Permitted product 
chanaes include. amona other thinas. a different route of administration. dosaae 
form. or strenath from that of a listed drug. !d. FDA must approve a petition 
seeking one or more of these product changes, unless the proposed product 
change(s) presents questions of safety or effectiveness. 21 U.S.C. § 355 
(j)(2)(C)(i); 21 C.F.R. § 314.93. 

This petition accordingly seeks FDA authorization to submit an ANDA for an 
Nicotine Bitattrate Solution, 2 mg base per 240 mL oral solution and 4 mg base 
per 240 mL oral solution. The proposed ANDA will reference the listed drug, 
Commit@, which is manufactured by GlaxoSmithKline. The proposed drug 
product will not differ from the listed drug in strength (base form) or route of 
delivery; however, it will differ in dosage form, a change that is permitted by the 
Act. Specifically, the proposed product will contain the same active ingredient, in 
base form, for the same labeled use as the reference listed drug, but as a 
solution for oral ingestion and at a strength of 2 mg base per 240 mL oral solution 
and 4 mg base per 240 mL oral solution in bottles. The safety and effectiveness 
of Nicotine in adult patients has been established, so there are no questions of 
safety or effectiveness. 

The labeling of the proposed drug product will be the same as the currently 
approved labeling for the listed drug, with a few minor changes which are 
required because of differences approved under this petition; ie., dosage form 
and administration instructions. See Attachments. In light of the above, and the 
fact that Nicotine has been marketed in the U.S. as an approved drug for many 
years, there is no reason to question the safety or efficacy of the proposed 
Nicotine oral solution product for its intended uses. A summary showing the 
similarities and differences of the proposed drug and the reference listed drug 

Proposed Druq 

2 mg and 4 mg base 

Oral 

Liquid 

OTC FDA Approved 
Label with dosage form 
instruction changes only, 

Nicotine Bitartrate 

Reference Listed Drug 

2 mg and 4 mg base 

Oral 

Troche/lozenge 

OTC FDA Approved Label 

Nicotine Polacrilex Equivalent 
formulated for Nicotine Base 
Delivery 
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The petitioner is also requesting a waiver of the requirement to conduct pediatric 
studies in accordance with the Regulations Requiring Manufacturers to Assess 
the Safety and Effectiveness of New Drug and Biological Products in Pediatric 
Patients; Final Rule (Pediatric Final Rule) 63 FR 66632 published December 2, 
1998, and the waiver requirements set forth in 21 CFR § 31455(c)(2)(i), as “the 
drug product does not represent a meaningful therapeutic benefit over existing 
treatments for pediatric patients and is not likely to be used in a substantial 
number of pediatric patients”. The petitioner notes that this product will be 
identical to the existing Nicotine OTC products wherein the labeling states to 
consult a physician prior to use if under 18 years of age. Further, Nicotine, in the 
dosage strengths of 2 mg and 4 mg that is already available, and this new 
dosage form is not expected to increase pediatric use. 

C. Environmental Impact 

The Petitioner claims a categorical exclusion under 21 CFR 525.31. 

D. Economic Impact 

It is proposed that usage of the Nice Worldwide LLC will result in greater patient 
compliance, and therefore a greater number of people will be able to stop 
smoking. Because of this, a significant corresponding economic savings to the 
patient, and society are expected. Further information under this section will be 
submitted upon request of the Commissioner. 

E. Certification 

The undersigned certifies, that, to the best knowledge and belief of the 
undersigned, this petition includes all information and views on which the petition 
relies, and that it includes representative data and information known to the 
petitioner, which are unfavorable to the petition. Further, to the best of its 
knowledge and belief at this time, the petitioner is not aware of any information 
unfavorable to this petition. 

Thank you very much. 

Consultant 

Attachments: GlaxoSmithKline Commit@ Nicotine Polacrilex Equivalent to 2 mg 
Nicotine base and Equivalent to 4 mg Nicotine base Troche/Lozenge Oral 
Product Label, and Nice Worldwide, LLC Product Label Differences. 
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from the mark&?tws at j I 
Niiorette’ 3 

Commit ! I 
TO INCREASE YOUR SUCCESS IN iJUKf7N& 
1. You musl be motivated to qurt 
2. Use Enouph - Use et leaal 9 loranges of Commit per day 

during the first SIX weeks 
3. Use Long Enough - Use Commrl for the full 12 weeks 
4. Use Wllh a Suppori Pmgram as directed m tt,e 

enclosed User’s Guide 

Commit 
nicotine polacrilex lozenge, 2m< 

STOP SMOKING AID 

LCKENGE 
:iv, h ,:y, c 

Includes User’s Guide 

-“z~-,*-Fa.~qry~ :FIRST CIGARETTE , 
MORETHAN’30MINUTES AFTER WAKING UP. 

If you smoke yobr first cigarette WITHIN 30 MINUTES of waking up, 
: 

use Commn 4mg Lozenge 

72 LOZENGES, 2mg EACH ’ 
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’ From the marketers 01 

; Niyorette” 

. i 

Bltstet packaged for your protection. 
Do not use if individual seats are open or torn. 

I II: 
’ 0766-1500-10 9 

Drug Facts 
Active ingredient 
(in each lozenge) 

PlJrpose 

Nlcobnn oolacnbx. 2mo. SOP smoking aId 

Drug Facts (continued) 

Directions , 
. slop rmobng completely when you begin UEI~ the lozenge 
. II you smoke yaw IIfs clgareltc within 30 minulea PI waking ua. u! 
hino rdcotlna lcumo 

Use 

I 

.I1 yh emeke ye~rilntciqrratte meretkan 30 mlwtes after waktnl 
. reduces Whdrawal symptoms, mncludlng n~cotlna cravmg, up, uss 2mg nmtmc lozmgnpe accordim to the lotlowing 12 wenk 

arr~clatad w4h ouitilno smakino schedule 
Warnings 
llyea em pn~naat or bnret-leedidg. enl$ uee thit medicine 
en Ibe rdrice oIyeerhr~llh aare provider. Smoking can 
cerlour~ harm your child. Try to stop smoking wehoul using 
any nicoiine reptecemenl medicine. This medicma LE believed to 
ba sabr than smoking. However. the risks to your child lrom lhfs 
medle,ne are not Iullyknawn. 
Do not “se 
. il you continue to smoke! chew tobaccq. use snufl. 01 use a 

n!wtm patch or other nrotine conlalnmg products 

. heart dlseese recent &elf at&k. M  ureguldr heartbeat. 
Nicotine can increase your hean rate. 

. high blood pressure nol controlled with medlcatlon 
Nrohna can I”CEO~ vow blood o1ess”re 

* slomach ulcer or diabetes 

Weeks 1 to 6 Weeks 7 lo 9 Wsaks 10 10 12 

I I 
1 lozenge ever/ ! lompe every 1 lorenge every 

I to 2 hours 2 to 4 hours 4 to 8 hOUiS 

. nlcotme lozenge Is a medtclna and mu1 be used a cartala 
wey lo ncl the berl nrullr 

. piace Ihe lozenge in your mouth and auow the lozenge to 
slowly dissolve (about 20 - 30 minutes] Mmmtre swallowlllg 
Do nnt cnew or ew+allaw IoZenge. 

. you my feel a warm or Ilngllng sensation 

. occasionally move the lozenge from one side at your mouth 
to the other unhl completely dlssolued (about 20.30 minutW 

. do not eal or dunk 15 minutes betore using or while the 
lozenoe If m  vour mouth 

. to-implove y&r chences of quitting, use at least 9 lozenges 
per day101 Me first 6 weeks 

. do not use more than one lozenge at a t ime or ~ntiWousiy 
us% one lozen@ afw another smca this may cause you 
hiccups, heartburn, nausea or cthersldc efiects 

. de net use more than 5 Iozengrt in 6 houn. Do no1 use 
tnors lhan 20 lozenees DBI dav. 

Ask a dmtor or pharmacist before uoc if you are 
. using a non-n~cohne stop smoking drug 
. taking prescr~pbon medicine for depressnon or as+Wna. Your 

prescrlpllon dose may need to be adjusted 
Stop “IB and ask II doctor If 
. mouth problemsoccur 
. per%stent mdlgestian oreevere sore throat occurs 1 . stop using Ihe nicotine lbzeegdat the end olj2 weeks. II YOU 

‘you get symptoms of nicotine overdose such as nausea. 
vomiting, dlainess. dlarrea. weakness and rapid heartbeat 

Keep cut al nach al children and pats. Nicotine lozenges may . Phenytxetonurks, Contains Phenylalanme 3 4 mg per lozenge 
hew enough ~cotine to make children and pals sick If you need 
lo remove tha Iozenpe. wrap it in paper and throw away in the 
Iraeh In ca% 01 overdose, get mtidlcal help or contact a Poison Inactive ingredients aswtame. &urn 

pdycarbophll. llavor, magnesium slearate mrnn~tol. oobs.Wm 
bicarbonate, sodium alginate. sodium carbonate. xanfhan oum 

” 

*iI lee ere under 1B yeen of ege. ad I dotier before use 
- belorc umg lhu ercdw read Ihe en&sod Usbr’a Guide lor 
compbb d,,ect,or,s and olher mr”po,te”t lnlor”~lma 

Duestions or comments? call weekdays 
b 1-16.1-668-1743 (10 OOam 4 3Qpm EST) 

7 

ie 

I 

I 

__. ._ _. _-__ -.- .-..--_. -. - __-_i_ 



From the mark&ewe of 

Nr’d*orette’ 

Commit” 
TO INCREASE YOUR SUCCESS#QUn?#fG: 
1. You must be motrvatsd to quir 
2. Use Enouph . Use al least 9 lmsnper of Commil per day 

during the hrsl SIX weeks 
3. USC Luq Enouph . Use Commit for the full 12 weeks. 
4. USE Wltb a SupperI wegram as directed in the 

anclosed USeh Guide. 

See Side PaA’ 

Commit” 1 
nicotine polacrilex lozenge, 4mg 

STOP SMOKING AID 

++ 
f$:, lncluder User’s Cwde 

@ ‘FIRST CIGARETTE 
i@@titikES OF WAKING UP. 

If you smoke your first cigarette MORETHAN 30 MINUTES after ~dking up, 
use Commit 2mg Lozenge 

GES, &Tlg EACH 
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j From the martcaters of 

i NEorette” 

~Com m it”’ 
: Blister packaged for your protection. 

00 not USB if individual SBdS are Ripen or tam. 

.i ’ 0766-1500-20 a 

usb 4mo ncotlnc lozenoe accordmo to the followrno 12 weak 
smd!Jil 

Ilyo” ~rsprr~nmlorbnrd-llldlng,oa$ “mlblr medicine 
On $1 advlca al yo\u harllh care ptouldar. Smoking can 
aaoowly hstm your child. Try to sto smoking wllhout using 
arty nlcotinb rspbcamant mhlkin~. P, hs medicine is bmtmvsd to 
he salu lhan smoking. Ho~var, tM risks lo your chrld from this 
modiiins are not fully knuwn. 
rla not U.. 

II 1 lorenga every 
1 10 2 hour’s I 

I lozenge evnry 1 IOZbnQe WWf 
2 to4 hours 4 lo 8 hours 

I , nlcathw loumge If a medlclne and mrsl ba used a csrtaln 
W N  to 801 Ihe besl resulta - - - . - - _ 

*II you continue to smoke, chew tobacco, uss snuff M  use a . p&o thi bzonge in your mouth and allow the b2engs to 
tlicottnb patch or other nrcotlne conldnmg products shoy dlssolvb mbt20 -30 mintit!?.) Mllllrnize swalkMlp 

Ask a doctor Wore WIB II you have PO not chow or nvallowiozen~a 
*heart &ease, rccsnl hazl attack, or Irregular hadnbsal . you may leaI a warm or tinpllng sansattlon 
Nllot~na can increasa your heart rat8 . occbshllly mavb ths io2enge frOm ono side 01 yoilr mOuth 

-high blood pressure not controlled Wh madlcatron to the other until compllltely dlssolvcd (about E-30 mlnules) 
Nicohns can lncreas~ your Mood pressure. 0 do not eat or drmk 15 mimnas kfors using or wn~le tha 

-stomach ulc bzenoe lb ~7 vaurmoulh 

Ask L dcstur or prurmar;,sr D.XQ,W UIO 4, you ~lre 
. using a non-nicotine stop smoking drug 

$xX oaywrrnr MFII WWl lS 

m  takhg prescnptbn msdlelne for daprassion or aslhma. Your 
. do not use more than one lozenge al a t lma or contInuaLsly 

urssu~plm do51 may naed to be adlurtsd 

I 

use one lozenge atlaranother srnce thrs may uusa you 
hlccuus, hearthum. musea or other srda etfects 

Stop use and ask LS doclor II . da noI UI mom lhas 6 lorangel lo 6 hours Do noI UIB 
. ,,,o”,h DtObl-“- “L-C,. m m  lhan 20 lozenomr oar dau. 

. you gel symptoms of nicot~na overdose such 
wmtmp, dinmess. diarrhea, weakness and r 

Kesp out of reach olchitdran and pslr. N~cotii, ~y.y,yoD ,,,*, 
havs enough nicolms to m&c ch+Jrsn and pats sick. If you ti ’ stars a’ *’ - W C  (” . 77”F) 
to mnw3 the lamp.. wap It in paper and throw away in the - protect lrom llpht 
trash. In case of overdose. get medlcsl help or contact a Poison 
Control Corder nght away. hJCth fngredientJ aspartame, calcium 

Diredlons 
p polycarbopha, tlsvor. magnewum Plaarate, mannrtol porasslum 

bl&oonata, sodium alpmate, sodium carbonate, xanthan gum 
. II you IN under II ylon 01 ags. ask a doctor brfom ass 
- bafore Wng this product m4 Iha andorsd Us& Golda for 
cornplate dwtmts and other important rotomWon L c, b m ‘#P-*rr,,7* \‘U.-,‘r..~q!,IILJ,, 

I-.. .---.- _._.” --__ -. 



Proposed Product Labeling 

Shown below are onlv the chances from the Commit@ Label.. 
These chances cover both the 2 rnc base and 4 rnp base 
strenpths in the base. nolacrilex. or bitartrate forms: 

IReader’s Notes are in brackets]. 

Front Panel 

Free Personalized Stop Smoking Plan Details Inside, Change to Text or Different Logo 

Gem-m-&@ Nice Lite . . 3 nicotine base [or polacrilex or bitartrate] solution, 2 mg 3 
[or 4 wl 
- SOLUTION 

s Picture of bottle. 

For the 2 mg. bottle: If you smoke your first cigarette WITHIN 30 MINUTES of waking 
up. w use NIC LITE 4 mg solution 

For the 4 mp bottle: If you smoke your first cigarette MORE THAN 30 MINUTES of 
waking up, w use NIC LITE 2 mg solution 

1 bottle. 8 fl. oz. (237 mL) 

Drw Facts Panel 

Active Ingredient 
w (In each bottle) 
Nicotine w Base [or polacrilex or bitartrate] 2 mg [or 4 mg] 

Warnings 
Keep out of reach of children and pets. Nicotine lezeq+s solution.. . 
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Directions 
l stop smoking completely when you begin using the &xenge solution 
l if you smoke your first cigarette more than 30 minutes after waking up, use 2 mg of 
nicotine w solution 
l if you smoke your first cigarette within 30 minutes of waking up, use 4 mg of nicotine 
w solution according to the following 12 week schedule: 

Weeks 1 to 6 Weeks 7 to 9 Weeks 10 to 12 

1 &xenge bottle every 
1 to 2 hours 

1 w bottle every 
2 to 4 hours 

1 M bottle every 
4 to 8 hours 

l nicotine w solution is a medicine and must be used a certain way to get the best 
results 

l you may feel a warm or tingling sensation 

l to improve your chances of quitting, use at least 9 kxeng+x bottles per day for the first 6 
weeks 
l do not use more than one m bottle at a time or continuously use one m bottle 
after another since this may cause you hiccups, heartburn, nausea or other side effects. 
l do not use more than 5 + bottles in 6 hours. Do no use more than 20 m 
bottles per day 
l stop using the nicotine m solution at the end of 12 weeks. If you still feel the need 
to use nicotine w solution, talk to your doctor. 

Other Information 

Inactive ingredients 
Purified water IJSP and Potassium Benzoate [or another suitable preservative] 

Questions or comments? 
call weekdays l-805-230-2800 (10:00 AM - 4:30 PM) 

Right Side Panel: 

Cnmm;+@ NICO LITE TM 
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. . . . C Do not use if tamper resistant seal is 
broken or missing at the time of purchase. 

NICO LITE UPC Code 

Left Side Panel: 

&m-m&@ NICO LITE TM 

2. USE ENOUGH - Use at least 9 kenges bottles of &mm-i-t NICO LITE per day 
during the first six weeks. 

Distributed By: 
ICO Worldwide, LLC 
0 Green Valley Parkway, #127, 

0XMJ3 2004 e Nice Worldwide, LLC 
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